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Te* SUSAN JENSEN, CDRH OFFICE OF COMPLIANCE

FROM: NORMAN L. BALLARD
PE Enciosed Variance Application Submittaf Clarification - Wait Disney Theatrical Praject

e e,

Tms is 10 clarify the enclosed submittal which includes a new variance application for the above
cuam to utilize a version of my projector, as described herein, 1n a new musical production.
§Also included in the submittal is a redundant submitiai listing the same production in an Light
Show Notification under my current variance. | have taken this approach because the

musical production is scheduled to begin public performances on November 12, with

full set up and rehearsal prior 10 thatin early November. Since | myself and/ or an assistant
paid by me will be involved in operating the described laser effect in the early work on the
production, and the client will not make final payment and assume ownership until after the
production is under way, | had intended the LSN under my variance to be an interim

T———

step To assure compliance in the event that the issuance of an approvea variance.fo my

client cannot be acheived by around the beginning of November and 1o therefore atiow
preliminary instaflation work ¢ go on inthe meantme. | hope this an appropriate approach,

| will give you a followup call for your advice. Thank you for your consideration of this maner

Sincerely, ) ,\!
22 BL L DIS
‘Norman L. Ballard '
- RAREFIED MEDIA PRODUCTIONS [79(/5'
Laser Production Services & q _ (
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WAl T Disney TuEATRICAL PRODUCTIONS Aipa BroADwAY PRODUCTION
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1450 RBroapway SuiTe 300 New York. N.Y, 10018
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NAME aND TITLE OF RESPONSIBLE PERSOM
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PRODUCT DESCRIPTION ANR USE

A LIST NaME aNDIOR MODEL nuMBERS) FOR ThE LASER wiGnT SAOW(S) anG PROJIECTORS)

BroADWAY PRODYCTION Scenic ELEMENT

v PROPUCT FOR wHICH a vaRIANCE IS REOQUESTED 1 PRODUCT 15 INYENDED TC BE USED &7 Ay ONE LOCATION
" n LASER DiSPLaY OFVICF X mORE Than 15 Da1S
__ a PROJECTOR FOR a LaBER L1IGAT SnQw C MORE Than > BuT ~OT MORE THunN 18 Dars
T A LASER LGHT 3n0w T LESS Tran 5 CAYS

X‘ OTHERDH\-I-)_I—_A_S_E.R SCENIC ELEMENT

g TOUR IS INTENDED TO Run FOR

! ¢ ' PRGJECTORS aRE INTENDED FOR SaLE LEASE OR LOAN TO OTHER K ORE Tman & MONTHE
! LASER 1L\GmT SHOW PRODUCERS = ONTrS
N 16 mQNTH
c i:i_lODuCT 'S 1 TENDED FOR USE IN & [T LESS Than 1 MONTHS
Ll PLANETARIUM OR CTHER DOME PROJECTION STRUCTURE O NOT APPLICABLE (et vty
; 5 THEATER E OVHER (sysni?v) e
T MOTELMOTEL BALLAGOM OR MEETING ROO™
O STORE DISPLuYS n PRODUCT UTILIZES TriE FO_LOwING LASER EFFELCTS
. TRADE SmOw CR CONVENTION [C FRONT SCAEEN PROJECTIONS
C] DISCOTHEQUE OR mIGRT CLuB (O RER SCREEN PROJECTIONS
M paviLion G mOLOGRAPHIC PISPLAYS
] INDOOR ARENs [0 muLTIPLE REFLECTIONDIFFRACTION EFFECTS
: OUTDOOA ARENA C' AUDIENCE SCANNING ) Vi v hetde v e atteniere aers oustssibite o vestmdivel ey |}
T muSEum X REFLECTIONS FROM STaTONARY MIRRORS OR MIRRORED SUAFACES
[ AN PATT TN
-- ) OuTPOOR UNENCLOSED aREa
T ornen {J STATIONARY 1RRADIATION OF ROTATING MiRROR BALLS ETC
[ ] [LYISOTIN
[T SCanNING IRRaDIaTION OF ROTATING mIRAOR BaLLS ETC
° P‘EODUCT 15 INTENDED TO BE USED D FIBER OPTIC PROLECTIONS
Lo aT ONLY ONE v00)) LOCATION ] FOG SmORE. DR QTRER SCATTERING ENRANCENENT EFFECTS
@ AT A YARIETY OF 1100] LOZATIONS ] orHER g eernd -
L) OTHER {300 _
5 LASER RADIATION LEVELS
LASER MEDIUM 14/ 15 N i WAVE LENGTHS (nm) PEaK POWER 111 e,
Apcon/KRYPTON L00NM = _R73NM : 10 WATTS

3, iF anY LASER RaDiaTiOn 1S PULSED OR SCTANNED GIVE THE PULSE DURATION anD RATE AnD SCANNING FREQUENCY &nD amPLiTUDE

N/A

16 REASOn FOR REQUESTING vARIANCE

5. COMPLIANCE wilm TeE LmiTS OF 3, CFR 104G 1hie) wOULD RESTAICT THE inTENDED WSE OF THE PRODUC! BECAUSE COMFUANCE wOULD LiviT TmE OuTruLT
POWER 1IN TRE EXTENT TraT THE DESIRED EFFECTS wQULD nOT BE SUFFICIEN Ly visBLE

OTHER OR aOCITIONGL EXPLANATION 15,0000

i
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5 NNER IN wHICH 1T 15 PROPOSED TQ DEVIATE FROM THE REQUIREMENTS OF THE APPLICABLE STANDARD
Mﬁ IT S PROPOSED TO DEVIATE FROM THE PROVISIONS OF 21 CFR 1040.11(¢) IN THAT THE aCCESSIBLE EMISSION LEVEL WOULD EXCEED THE
ACCESSIALE EMISSION LIMITS SPECIFIED IN 21 CFR 1040.711(c)

—1 1715 PROPOSED TO DEVIATE FROM THE PROVISION OF 21 CFR 104D 11(2) AS FOLLOWS

[

12 ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION

X LASER LIGHT SHOWS aND DISPLAYS ARE ACCEPTED PCPULAR MEDIA IN ENTERTAINMENT AND THE ARTS USE OF POWER LEVELS 1N
EXCESS OF THE LiM{TS IMPOSED By 21 CFR 1060 11{g) 1S NECESSaRY TQ ACHIEVE THE REQUIRED EFFECTS in THESE MEDIA
OTHER OR ADDITIONAL ADVANTAGES (aescribe ana eapiam)

—=

13 EXPLAIN THE ALTERNATE MEANS OF RaDIATION PROTECTION TO BE PROVIDED (Cneck as many boaes as apply 1M item 18 “Ramanks.’ justity any boary
not Theckad, using «COLoNal SNBALE &S NPCARSSAry. S131e any OTher medns of raciytion SreleTton TNAL w)ll be wset |

a X AlLL LASER PRODUCTS SYSTEMS, SHOWS AND PROJECTORS WILL BE CERTIFIED TO COMPLY WITH 21 CFR 1040.10 &ND THE CONDI-
TIONS QF TriS VARIANCE AND wilL BE REPORTED aS REQUIRED By 21 CFR 1002 1Q AND 1002.12 USING THRE REPORTING GUIDES PRC
VIDED FOR SUCH PURPOSE. THESE ACTIONS witl BE ACCOMPLISHED PRIOR TO ANY INTRODUCTION INTO COMMERCE

b X EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATION WiLL NOT BE PERFORMED ~O OTHER EFFECTS WILL BE
ADDED UNTIC AN ARMENDMENT TO THE VARIANCE MAS BEEN OBTAINED AND THE REQUIRED REFORTS QR SUPPLEMENTS. AS
APPLICABLE. HAVE BEEN SUBMITTED.

¢ X SCANNING, PROJECTION, OR REFLECTION OF LASER AND COLLATERAL RADIATION (LIGMT SHOW RADIATION) iINTO AUDIENCE OR OTHER
ACCESSIBLE UNCONTROLLED AREAS WILL NOT BE PERMITTED EXCERT FOR CIFFUSE REFLECTIONS PRODUCED BY TRE ATMOSPHERE
ADDED ATMOSPHERIC SCATTERING MEDIA, aND TARGET SCREENS

0. X LASER RADIATION LEVELS iN EXCESS OF THE LIMITS OF CLa5S ! witL NOT BE PERMITTED AT ANY POINT LESS THAaN 30 METERS aBOVE
ANY SURFACE UPON WHICH PERSONS OTHER THAN OPERATORS PERFORMERS. OR EMPLOYEES aRE PERMITTED TO STAaND OF 25
METERS BELOW OR IN LATERAL SEPARATION FROM ANY PLACE wWHERE SUCH PERSONS ARE PERMITTED TO BE. CPERATORS,
PERFORMERE, AND EMPLOYEES wWiLL NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF CLASS | OR BE
EXPOSED TO RADIATION ABOVE THE LiMITS SPECIFIED 1IN 21 CFRA 1040 1)

e X any PRODUCT WHICH REUES ON SCANNING TO MEET aCCESS, EXPOSURE, OR PRODUCT CLASS LIMITS wiLL INCORPORATE 4 SCANNING
SAFEGUARD SYSTEM WrICH DIRECTLY SENSES SCANNER MOTION AND WHICH WiLL REACT FAST ENOUGH TO PRECLUDE ExCEEDING
THE APPLICABLE LiMIT.

t & ALL LASER LIGHT SHOWS SHALL BE UNDER THE DIRECT aND PERSONAL CONTROL OF TRAINED. COMPETENT OPERATOR(S; TrE
OPERATOR(S) WiLL. R
(1) IMMEDIATELY TERMINATE THE EMMISSION OF LIGHT SMOwW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION
(?) BE LOCATED wWHERE AtL BEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES: AND
i3) BE AN EMPLQYEE OF THE VARIANCE HOLDER wrO wiltl. BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERATOR

g X THE MaxIMUM LASER PROJECTOR OUTPUT POWER WiLL NOT ExXCEED THE LEVEL REQUIRED TO OBTAIN TRE INTENDED EFFECTS

n R THE PROJECTION SYSTEM (1.E., THE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE LIGHTING EFFECTS) WiLL BE
SECURELY MOUNTED CR IMMORBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT BEasm LIMITERS wiLL BE PROVIDED
AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT QVERFILLING OF SCREENS, BEAM STOPS, TARGETS, ETC.

| X LASER PROJECTORS WiLl NOT BE DELIVERED TO aNTY OTRER PARTY UNDER AN AGREEMENT OF SALE, LEASE, OR LOAN UNLESS AND
UNTIL THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE (N EFFECT aT THE TIME OF DELIVERY TraY PERMITS THEM TO
PRODUCE LASER LIGNT SHOWS INCORPORATING 5UCH PROIECTOR.

} X N ADDITION TO THE REQUIREMENTE OF 21 CFR 1040 1tn), THE MANUFACTURER OF |LASER PROJECTORS/STSTEMS WiLL PROVIDE TO
PARTIES wHO PLIIRCHASE. LEASE, OR BORAOW THE EQUIPMENT aDEQUATE USER'S INSTRUCYTIONS FOR SAFE INSTALLATION AND
OPERATION AND WHICH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER TO
SUBMIT THE REQUIRED REPORTS aND APPLY FOR AND OBTAIN A VARIANCE FROM CDRM PRIOR TO INTRODUCTION INTO COMMERCE OF
ANY LASER LIGHT SHOWS,

x THE REQUIREMENTS OF 21 CFR 1002.3Q(aX1) AND (2) WiLL BE aCCOMPLISHED THROUGH THE USE OF WRITTEN PROCEDURES FOR SETUP
ALIGNMENT, TESTING, AND PERFORMANCE OF EACrH SnOW. THESE PROCEDURES WiLL 8E IN SUFFICIENT DETa. TO ENSURE COM-
PLIANCE WITH 21 CFR 1083.10, THE CONDITIONS OF THIS vARIANCE, aND THE CONTROL CF ACCESS TO RADIATION aREAS USING THE
PROCEDURES DESCRIBED 1N THE ANSi 2138.1 STANDARD FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL STANDARDS INSTITLTE
1430 BROADWAY NEwW YORK, NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD aND. WHERE aPPLICABLE, STATE OR
LOCAL REQUIREMENTS. LASER RADIATION AREAS wmiCH CAN CONTaIN RADIATION LEVELS aBOVE THE LIMITS SPECIFIED IN 21 CFR
1040.11(c). Wik BE CLEARLY |DENTIFIED By THE POSTING OF WARNING SIGNS AND/OR RESTRICTING ACCESS THROUGH PrYSiCar
MEANS (SUCH AS PREBSURE SWITCHES. PRGTOCELLS, BARRIERS, GUARDS, ETC). THESE REQUIREMENTS aPPLY TO TEMPORARY AREAS
{SUCHK AS DURING SETUP aND ALIGNMENT PROCEDURES) AND TO FINAL OR PERMANENT AREAS THE VARIANCE HOLDER WILL RETAIN
THE RECORDS OF THMESE PROCENURES AND THE RESULTS OF ALl TESTS AS REQUIRED BY 27 CFR 1002 11, A COPY OF THE vARIANCE
APPLICATION, THE APPROVAL LETTER, CURRENT PROCEDURES, aND RECOADS RELATING TO EACH PARTICULAR SHOW wity BE wiTh
THE OPERATOR OR OTHER RESPONSIBLE iINDIVIDUAL AND WiLL BE MADE AVAILABLE FOR INSPECTION BY FDA anND OTHER RESPONSI-
BLE ALTHORITIES.
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\ ) & ADV-ANCE WRITTEN NOTIFICATION WILL BE MADE aS EARLY AS POSSIBLE TO aPPROPRIATE FEDERAL STATE anD LOCAL aAUTHORITIES
PROVIDING SHOW (TINERARY WITH DATES anD LOCATIONS CLEARLY aND COMPLETELY IDENTIFIED AND A BASIC GESCRIPTICN QF

PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MaxiMum POWER OUTPUT «NTENDED SUCH NOTIFICATIONS will BE MaDE 3uT
NOT NECESSARILY BE UMITED TO-

1) TRE CENTER FOR DEVICES AND RADIOLOGIC AL HEALTH. OFFICE OF COMPLIANCE (HFZ-312) 8757 GEORGIA AVE  SILVER SPRING MD
20510 PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED iNSTALLATIONS AMND THE ITINERARY FOR MOBILE SHOWS in aDDI-
TION UNLESS ALL ASPECTS OF EACH SMOW HAVE BEEN REPORTED anD THE aCCESSION NUMBERS CLEaRLY REFERENCED EACH
NOTICE Wikl INCLUDE DETAILED DESCRIPTIONS QF EaCH SPOW AND A LISTING OF ALu EFFECTS TO RE PERFORMED IN SUFFICIENT
DETAIL TQO CONFIRM COMPLIANCE WiTm THE REGULATIONS aND THIS VARIANCE

12

THE FEDERAL AVIATION ADMINISTRATION (FAR) FOR ANY PROJECTIONS INTO OPEN AIRSPACE aT ANY TIME (1 £ . INCLUDING SETULP
ALIGNMENT REMEARSALS. PERFORMANCES E7C ) (F THE Fap OBJECTS TO ANY LASER EFFECTS. T+E OBLECTIONS wiLlL BE RE
SOLVED and ANY CONDITIONS REQUESTED Br Faa wiLl BE ADRERED TO 1F THESE COnDITIONS CAN NOT BE MET TmE OBJEC
TIONABLE EFFECTS Witk BE DELETED FROM THE SHCW

3

STATE AnD LOCAL RADIATION CONTROL OFFICES/AGENCIES FOR aLL SHOWS TC BE PERFORMED wWiTRIN THEIR JURISDICTIONS ALL
REQUIREMENTS OF STATE AND LOCAL LaW wiLi BE SATISFIED AND ANY OBIECTIONS RAISED 8Y LoCaL aUTHORITIES wiLL EE RE
SQLVED OR THE EFFECTS DELETED (LSTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES anD
RADIOLOGICAL HEALTH UPON REQUEST)

14  REMARKS

WaLT Disney THEATRICAL PRODUCTIONS. LTD PRODUCES BROADWAY SHOWS AND
REQUESTS TH1S VARIANCE FOR THE PURPOSE OF INCORPORATING LASER VISUAL
EFFECTS INTO CERTAIN PRODUCTIONS, PERFORMANCE OF SUCH EFFECTS wWILL
UTILTZE LASER Di1sPLAY EQUIPMENT PREVIOUSLY FILED UNDER MANUFACTURER
REPORT BY ONE OR MORE OF THE FO!.LOWING MANUFACTURERS:

Laser Mepia, Inc.

IMAGES AND JLLUMINATIONS
ImMace EncInEErRING CORP,
LASERIUM

PRecisIoN ProuecTION SYSTEMS
RaRerF1ED MED1A. PRODUCTIONS
LASER SysTEms DEsien

LASER PRoDUCTION NETWORK

INFORMATION ON SPECIFIC EFFECTS PROPOSED TO BE UTILIZED TO FOLLOW AS A
SHOW REPORT INCLUDING DOCKET NUMBER REFERENCE FOR PROJECTORS EMPLOYED,

CERTIFICATION

, CERTIFY That ai or the apove |A1GIManan and s1ataments are (rug, complsic. 3nd cOIregt to the pest ol My hnowiedge 8n0 achnowisdge 1hal My
vanance apphcabon may De dened of My vanance May beé révoked Y 1S appiication 13 1ound to 06 talde. Minleaging. of 'ACOITeCT 10 8Ny MIENal way
| Rave supmtled and wiil Sudml ant reports requred by 21 CFR 1002 10 and 1002 Y2 on The 1aser equipment and snow(3) | fufther uAderstand hat

May DO required by réguiauen or by the Direcior. Center torf Devices ang Radiologicar HMea|th to supply $wCn olner miorMatien a8 may BE necessary 1o
cv3udtq NG aCY on NS apphcation

15 SIGNATURE {16 NAME (Tybe or Print 17. TITLE
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